
b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 
_ A LASER DISPLAY DEVICE 
_ A PROJECTOR FOR A LASER LIGHT SHOW 
x A LASER LIGHT SHOW 
_ OTHER (Spew) 

c.x PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCERS 

d. PRODUCT IS INTENDED FOR USE IN A 
_x PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE 

x THEATER 
x DISCOTHEQUE OR NIGHT CLUB 
7 PAVILION 
x INDOOR ARENA 
x OUTDOOR ARENA 
x MUSEUM 
x OUTDOOR ENCLOSED AREA 
_ OTHER (Specifyl 

e. PRODUCT IS INTENDED TO BE USED 
x AT ONLY ONE (fixed) LOCATION 
x AT A VARIETY OF (four) LOCATIONS 
_ OTHER (Spec@) 

“... .., ,. 
8. -. LASER Ri I~ATI~N was 

LASER MEDIUMcAr, He-h@ etc.) I WAVELENG- lS(nm) PEAK POWER (Watts) 

Arclon I 455-514 nm 2 Watts 
Argon / Krypton 455-670 nm 500 mW 
Nd/YAG 532 nm I 5 Watts 

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND 
AMPLITUDE 
Scanned: D.C. to 500 Hz Amplitude: 60 deg., peak to peak 

i 
* DEPT. OF HEALTH,AND HUMAN SERVICES 1 APPLICATION FOR A VARIANCE j Form Approved No. 57R0068 

I PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMlNlSTRATlON 
FROM 21 CFR 1040.11 (c) FOR A 1 / 

I LASER LIGHT SHOW, DISPLAY ’ DOCKET NUMBER 
I OR DEVICE ! 

NOTE: No laser light show or display device may vary from compliance with 21 CFR 1040.1 l(c) in design 
or use without the approval of this application in accordance with 21 CFR 101@4;~ ‘2 87 *,T’:-~ ; ;.‘~.I -7 ” ~1 -q c? 

INSTRUCTIONS *,’ J $^ L d._b i’ 2 I( i ,I_ ‘,Ci- 

1. Check all applicable boxes and type or print the requested information. 3. Mail your application to the Hearing Clerk, Food and Drug 
2. Submit an original and four (4) copies Administratio Room 4-85,5606 F&hers Cane,‘Rockville, MD 20857 

4. Enter Docket Number if assigned. 

1. NAME OF COMPANY 

Creative Artists Productions 

2. ADDRESS OF COMPANY (Include ZIP Code) ., ., ),. .,, 

290 Renaissande, Parkway #201, Atlanta, GA 30308 

3. NAME OF RESPONSIBLE PERSON 
Martin Zbosnic 6 

4. TELEPHONE NO. (/n&de area code) 

404-874-77 14 

I I 
8. The applicant requests the variance to be in effect for a period of 2 years from the date of issue. (In general the Agency will appNwe 

a variance for only iwo pars. If a longer period is requested a &&%&on must be a&@ed as part of the appka@on.) 

7. PRODUCT DESCRIPTION AND- USE 
a. LIST NAME AND MODEL NUMBER(S) 

MOBOLAZER MLIO-200, MLlO-300, MLIO-300W, MLlO-1000 MLIO-1 .OG, MLIO-2.5G, IMAGE-40 

10. REASON FOR REQUESTING VARIANCE 
x COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.1 l(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE 

COMPLIANCE WOULD LIMIT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE 
SUFFlClENTLY VISIBLE 

_ OTHER OR ADDITIONAL EXPLANATION (Specifvl 

f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 
& MORE THAN 15 DAYS’ 
x MORE THAN 5 BUT NOT MORE THAN 15 DAYS 
x LESS THAN 5 DAYS 

g. TOUR IS INTENDED TO RUN FOR 
_ MORE THAN 8 MONTHS 
_ l-8 MONTHS 
_ LESS THAN 1 MONTH 
_ OTHER (Specify) 

h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
x FRONT SCREEN PROJECTIONS 
x REAR SCREEN PROJECTlONS 
_ HOLOGRAPHIC DISPLAYS 
x MULTIPLE REFLECTIONS (multiple channels or difkaction effects) 
_ AUDIENCE SCANNING 
x REFLECTIONS FROM STATIONARY MIRROR(S) OR 

MIRRORED SURFACES 
x STATIONARY IRRADIATION OF ROTAT!NG M!?ROR BALL(S) 

OR OTHER MIRRORED SHAPES 
x SCANNING IRRADIATION OF ROTATltjG f$,pOR BALL(S) 
x FIBER OVIC PROJECTlO& 

x FOG, SMbKE OR OTHER SCATTERING EFFECTS 
-OTHER ~Specifyl 

FORM FDA 3147 (3/87) 

0(3\1-r,lM 
Lwe 



Il. MANNER IN WHICH lT Is PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 
X IT Is PROPOS!$D?b dEtiIA~‘FRO”M THE PROVISIONS OF 21 CFR 1040.11 (C) lN THAT THE ACCESSIBLE EMISSION LEVEL WOULD 

-EXCEED ~I-~E’ACCES~IBLE EMISSION LIMITS OF CLASS 1.0~ CLASS ll 
_ IT Is PRqPOSid ?6DEVlAE‘1’RoM THE PROVISION OF 21 CFR 1040.11 (C) As FOLLOWS: 

,. _’ 

12. ADVANTAGES TO BE, DERJVED FROM SUCH DgVIAT!Ov, 
X LASER LldriT’S~~~~‘~~~~fs~~~~ AtiE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS, USE OF POWER 

-LEVELS IN EXcE?& bF.T~E’Ci~~TS’l~jlP~S~~ BY 21 CFR 1040. ?I (c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE 
MEDIA. 

1. -,-. .i *. (1 +*l..“;;:- ,._, ,. _. ,, .,L~lj_,.. , -. ./. j ,, 

_ OTHER OR ADDITIONAl, ADVANTAGES (descti!% and explain) .^ 

t3. EXPLAIN THE ALTEWATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxes as apply. In item 14 ‘Remarks”, 
justify any boxes not checked, ‘u.sin$ addii6nal Sheets as necessary. Stata any other means of radiation protection that will be used.) 

a. XALL LASER.6RODUCTS SYs~Ms”~~6;~~~JE~~~R~ wILL~BE.CERTlFIED TO COMPLY Wl~,~?l CFd~~040.10AN,.,~~,~ CqNDlTlONS ‘L..,,r-” ‘_ ,/. -,isr., r,e x_l.I .,_‘ I,, ,., j ,-, . ‘ . r , ,, 
OF %-its &&&%@~tib wrLt t3e REP*TED‘ AS Rt$~i~~q ,B‘! 24 CFR ~oo;i.id~k~‘1002;12,uslNG THE REPORTING GUISES PRO- 
VIDED FOR SUC~“~~~~~~.~~~~~~~~~~~~~~~L BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION, IFJTY ,CqMMERCE. __,. “‘&...< _ ,lj; ‘0 ,‘i”’ ;, +_ /,/ . ..., * ; ., I ::“;y,, $ I ...pr; _, . _ :<I‘ ,.:l *; ,> .,/. ../ ^ *\ , ,i “.‘<i _“_ _,<*_ ,) _ ___ .,p;- ,~ .2,,,,? yb .,A, ,.. . . 1, ‘y7 ,,_?.< ,.‘,’ I: _p’< ,. 

b. AEFfECTS NCjT QPECIFIWLY INDICA~D l,N THIS VARIANCE APPLICATi6N WILL. NOT”i!$‘P@@~~ED, NO’66i”Ei?%i++S WiLL BE 
.;..,.<I : I i -. I .;:.I> “,;,:~ : :: :.:, 

ADDED WN*L fi @&i;it%~~T ~0 THE \~ARIAN&‘HA$ B$EN OBTAINED AND THE,,REQU~~?ED REPORTS ~R,,S~PPLEMENTS, AS 
. 

AP~‘ICABLE;H~~~‘;B~~~~~~~~,~~~~::. ‘, .,“ -’ .. . ,, .,. _, ‘:.j ,<:.,; _- ,,‘ ,. I, ~. 
3 .’ L ..‘ ,. \ ., 

c. XSCAN.NlNG, PROJECTlON, OR REFLECTION 0; l&&R AND COLLATERAL RA?)lAtiON “(LIGiT SHtiW tiOIATl6N) it& &lbl&JCE OR 
OTHER ACCESSIBLE UNCONT’ROLLED AREAS WILL N& E% ‘l%fitilmb EXCEPT FOR’ DIFFUSE REFLECTIONS PRODUCED BY THE 
ATMOSPHEF&; A&ii Aif&%i%~i%~ %&i%%ltiG MEDIA, AND’TARGET SCREENS. ,, i -. : . ,:., .;...-ip.., ,,__,; , / 1, 

d. x LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMIl-TEq AT @IV POINT LESS fiiAN 3:b METERS 
ABOVE ANY SCjRF/&‘LjPO’N wHIcH fJERS6tiS OTHER THAN OPEtiTORS, PERFORMERS, OR EMPLOYEES &RE PERMIlTED TO 
OR 2.5 ME?%RS I%LOW OR lr;r ‘LATERAi SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERM!vED TO BE. 
OPERATORS, PERFORMERS, AND EMPLOYEES WILL NdT BE REQUIRED OR ALLOWED TO VIEW.RADIATION ABOVE THE LIMIT6 OF 
CLASS I OR BE EXPOSED To RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.1 t (c). I 

e. X ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A 
SCANNING SAFEGUARD SYSTEM WHICH DIRECTLY SEN+ES,SCANNER MOTION AND WHICH WlLL REACT FAST ENOUGH TO 
PRECLUDE EXCEEDiNG THE APPLICABLE LIMIT. 

f. X ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE - 
OPERATOR(S) WILL : 

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATER WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE ,HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUC?OF OPERATOR 

g..XTHE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN &E&TENDED EFFECTS. 

h. X THE PROJECTION SYSTEM (I.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS 
WILL BE $ECUREL-+ MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITS WILL 
BE PROVIDED AS AN IhiiiRiNT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SC&i%,‘B@iM STOPS, TARGETS, 
ETC. 

i. ALASEd PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS 
AND UNTIL THE RE~lPlE>~ DEMONSTRATE+*T,HeT FEY HAVE A VARIANCE IN EFFECT AT THE TIME’QF DELIMRY THAT PERMITS 
THEM TO~RODUCE LASER ilGCits,~~~s I~C~RP~RAT~NG SUCH PROJECTOR. ” 

-. ‘_ _: i, ‘. ‘ 
j. X IN ADDITION TO THE REQUIREMENTS OF 21 CFR 1040.10 (h), THE MANUFACTlJRER’bF LASER PROJ&TORS/SYi*M$ *ILL 6ROVlDE 

To PARTIES w1-10 PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE ~~sER*sI~~~s~RU~~NS FOR s+F,E iy,sTbydiroN 
AND OPERATION AtiD Wl%%EXPuIN THE RESPONSIBILITY b*‘ii-lE RECIPIENT AS AN lNDEPENDEl$T l.!GHl’S~O~ 
MANUFACTURER ~0 SUBMIT THE‘R&IUIRED REPORTS AND APPLY FOR AND ~BT~N 4 VARIANCE FROM CD?! PRIOR’TO 
INTRODUCTION INTO COMMERCE OF ANY lASER’il6tiT SHOW@. . ‘. ” ” ’ ~’ 

k. X THE REQUIREMENTS OF 21 CFR 1002.30 (a)(l) AND (2) WILL BE ACCOMPLISHED THROUGH THE-USE’OF WRllTEN PROCEDURES 
- FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO 

ENSURE COMPLIANCE WITH 21 CFR 1040.10. THE CONDITIONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RADIATION 
AREAS USING THE PROCEDURES DESCRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL 
STANDARDS INSTITUTE, 1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND 
AND, WHERE APPLICABLE, STATE’OR LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS 
ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.1 l(c), WILL BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR 
RESTRICTED ACCESS THROUGH PHYSICAL MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, ETC.). 
THESE REQUIREMENTS APPLY To TEMPORARY AREAS (SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL 
OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL 
TESTS AS REQUIRED BY 21 CFR 1002.31, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LE’lTER, CURRENT PROCEDURES 
AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND 
WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORITIES 

errs.. enr ~..~,1,*-?\ 



I. z ADVANCE WRITTEN NOTIFICATION WILL BE MADE AS EARLY AS POSSIBLE TO APPROPRIATE FEDERAL STATE AND LOCAL 
AUTHORITIES PR6VIDtNG’SHO\iV fll;iEtitiv WiTl-l DATES AND LOCATIONS CLEARLY AND COMPLETEL; IDENTIFIED AND A BASIC 
DESCRlPTlON OF’PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. S&H 
NOTlFICATl6NS WILL BE MADE, BUT NOT NECES.%tilLY LIkllTED TO: 

(1) THE CENER FOR DEVICES AND RADlOLOGjCAL HEALTH, OFFICE OF COMPLIANCE (HF.&312),2098 GAITHER RoAD,ROCKVILLE, 
MD 20880.PROVIDING THE INlTlAL AND CLOSING ,DATES FOR THE FIXED INSTALLATION AND THE ITlNERAdV FOR Mo&iiE SHOWS 
IN ADDITION, UNLESS ALL ASPECTs’dg~tiCti-SHOW HAVE BEEN REPORTED AND THE ACdESSlON NUMkiER$ CLiARLY’ 
REFERENCED, 

” ..,_. 
EACH NOTICE vr)llL iNi=LU@ biE~~kEb D~%&IPT~&~s OF EAC~-I SHOW-AND A LISTING’OF”ALL EFFECT+ TO BE’ 

PERFORMED IN SUFFICIE~~~~ a~~~t’f~~~Nii’i?rii‘c~~~L~~~c~ WITH THE REGuLATioNs AND mis VAiilANCEl 

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJEC?IONS INTO OPEN AIRSPACE A; ANY TIME (I E INCLUDING 
SET-UP, ALIGNMENT, REHEARSALS, PERFCjRMANCES, ETC.). IF THE FAA OBJECTS TO ANi’ LASER EFFECTS, Tl-iE’bBJECTIONS . . ..,. ,,,/,x 
WILL BE RESOLVED AND NY CO’&ltilf~ONS REQUESiED BY FAA WlLL BE,ADHERED TO. 
THE OBJECTIONABLE EFFECTS‘WILL BE ‘DECETED’FROM THE scibw. 

IF THESE CONDlilONS CAiU NOT BE MET. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICI~AGENCIES FOR ALL sows TO BE PERFORMED WITHIN THEIR ~RISDICTIONS. ALL REQUIREMENTS^O;TST~~ ~~~:ib;‘~~;~~:.~l~~~~~s~~~~~iE~~~~~.OeJECl,~N~ &rs&.Bp Lo@..i AuiTIEs 

WILL BE RESOLVED Ok THE EF’FECTS DikEED. (Li~T~OF’~EDE~C;ANb~;SiATE’bkli=ES At?E’b;VAILABLE @ROM THE dENTER 
FOR DEVICES AND RADlOLOGiCAL’HEALTH UPON REQUEST.) 

.._ 
l4. REMARKS 

CERTIFICATION 

I CERTIFY that all of the above information and statements are hue, complete and correct to the best of my knowledge and acknowledge 
that my variance application may be denied or my variance may be revoked if this application is found to be false, misleading or incorrect 
in any material way. I have submitted/will submit all reports required by 21 CFR 1002.12 on the laser equipment and show(s). I 
further understand that I may be required by regulation or by the Director, Bureau of Radiological Health to supply such other information that 
may be necessary to evaluate and act on this application. 

15. SIGNATURE 16. NAME (Type or Print) 1 17. TITLE 

President 

VARJANCEMOBILEW’P.WC 




